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A. Purpose:

This chapter states the requirements and policy for the management and review
procedures of Nationa Advisory Councils or Boards, hereinafter referred to as Councils,
inther review of NIH extramurd programs as well as grant and cooperative agreement
gpplications.

B. Applicability:

This policy appliesto dl NIH Indtitutes and Centers (ICs) having Councils thet advise,
consult, and recommend on matters related to the activities of the operating components
and the policies concerning such activities.

C. Primary References:

1. Public Hedth Service Act as amended, 42 USC 241, 42 USC 284a.

2. NIH Manua Chapter 1805, Use of Advisorsin Program and Project Review and
Management.

3. NIH Manual Chapter 1810-1, Procedures for Avoiding Conflict of Interest for
Specid Government Employee Advisory Committee Members (pending release).

4. NIH Manua Chapter 3005, Review and Evauation of Intramura Programs.

5. NIH Manua Chapter 4104, NIH Research Grants to Foreign Ingtitutions and
International Organizations

6. NIH Manua Chapter 4107, Review of Applications and Award of Grants
Involving Human Subjects.

7. NIH Manua Chapter 4206, Responsihility for Care and Use of Animds.

8. NIH Manua Chapter 4518, Peer Review Rebuttals and Appedls.

9. NIH Manua Chapter 7110, Incluson of Minorities and Women as Subjectsin
Research (Formerly 1&1 OER 90-5) (in preparation).

D. Legidative Authority:

The Public Health Service Act, as amended, requires that the Secretary (or, for the
National Cancer Advisory Board, the President) shdl appoint an advisory council for
esch nationd research indtitute which shdl ... advise, assst, consult with and make
recommendations to the Secretary and the Director of such indtitute on mattersrelated to
the activities carried out by and through the ingtitute and the policies respecting such
activities ... (PHS Act, Section 406(a)(1)). [Note: unless otherwise specified, heregfter,
reference to "Section” pertainsto the PHS Act.]



The Council of each nationa research indtitute ... may review applications for grants and
cooperative agreements for research or training and for which advisory council gpprova
is required under Section 405(b)(2), and recommend for approva applications for
projects which show promise of making vauable contributions to human knowledge ...
(Section 406(a)(3)(A)(ii)). Funding of a grant or cooperative agreement may occur only
after if it has been favorably recommended by an initid review group (see Section
405(b)(2)(B)(i)). In addition, with the exception of domestic applications for grants and
cooperative agreements (for research, training, or demonstrations) which do not exceed
an amount specified in law, awards may not be made without concurrence by the
advisory council for the nationd research ingtitute involved (see Section
405(b)(2)(B)(ii)). This exception appliesto individua fellowship awards under the
ceiling, but not to indtitutiond training awards (see Section487(b)(2)). (At thiswriting,
the exception does not gpply to Centers or the NLM which do not fall under the same
authorization--see below.)

Councils of the nationd research indtitutes are dso involved in the review of intramura
research programs (Section 492(b)) and make recommendations on the acceptance of
gifts (Section406(a)(2)); however, such activities are beyond the scope of this manual
chapter.

The Fogarty Internationd Center (FIC), the Nationa Center for Human Genome
Research (NCHGR), the Nationa Library of Medicine (NLM), and the National Center
for Research Resources (NCRR) are not covered by the above citations, athough their
Councils or Boards serve essentidly the same functions. The FIC and the NCHGR are
covered under the general PHS authority: "The Secretary may delegate to such counci ...
such advisory functions relating to grants-in-aid for research or training projects or
programs, in the areas or fields with which such council ... is concerned, as the Secretary
determines to be gppropriate” (Section 222(c)). The NLM and NCRR are authorized
separately under Sections 466 and 480 respectively.

E. Policy:

1. Extramural Program Review - Consistent with the charter of each council or board
(hereefter, Council), the Director of each IC may establish a system for the Council to: 1)
periodicaly review extramura programs, and 2) make recommendations about research
activities. The periodicity and depth of these programmetic reviews may be established
by the IC Director with advice from the Council. The purpose of thisreview by Council
isto:

provide advice on the use of grant, cooperative agreement, and contract fundsin
the IC's portfolios and conduct of research and related activities,

obtain information and provide advice on program management and
adminigtration;

ensure | C responsiveness to public needs;



encourage initiatives for the support of high qudity science; and

assig the IC in establishing objectives and priorities, in identifying resource
dlocation factors, and in enhancing program managemernt and effectiveness.

2. Application Review - Nationa advisory councils provide the second level peer review
of applications for grants and cooperative agreements.

3. Intramural Program Review- As noted earlier, the intramura review function of
Council is beyond the scope of this manua chapter (see NIH Manua 3005).

F. Implementation:

1. Operating Proceduresfor Application Review - Operating procedures to be used by
Councils are to be developed by the IC with the advice of Councils and in conformity

with peer review regulations and NIH policy. Such procedures are to be reviewed

annually a amesting of the Council. When these procedures are initidly established or
subgtantialy changed, they are submitted to the Deputy Director for Extramura Research
(DDER), OER or designee who will review for compliance with NIH policy and peer
review regulations. Requirements and key fegtures are summarized with suggested
procedures in Appendix 1.

2. Administrative Procedures:
a. Conflict of Interest/Waivers - NIH Manual Chapters 1805 and 1810-1 provide

guidance for handling conflict of interest matters for Specid Government
Employee Advisory Committee Members.

b. Confidentiality - All materiads relaing to the review of grant and cooperdtive
agreement gpplications, including initid review summary statements and seff
recommendations must be trested as confidentia by Council members. Members
must not discuss review proceedings with anyone outside the Council or the NIH
and mugt refer to the appropriate saff any inquiries from applicants or others
about pending applications.

c. Quorum/Voting Members - Unless otherwise established by statute or by the
Council charter, aquorum isamgority of the authorized membership of the
Council. Unless otherwise established by statute or by Council charter, ex officio
members, but not liaisons, shdl be included in establishing a quorum.

For Councils established under Section 406, ex officio members are non-voting.
Thus, only those ex officio members of the Councils of the Nationd Library of
Medicine (NLM), National Center for Research Resources (NCRR), Fogarty
International Center (FIC), the Nationd Center for Human Genome Research
(NCHGR), and the Nationd Ingtitute of Nursing Research (NINR) are voting
members.



3. Review of Applications - At aminimum, with the exception of those gpplications not
requiring Council review as noted in Section D. above, each IC must present for Council
review dl applications that may be considered for funding and any gpplications involving
rebuttals that require Council action. The IC Director, with consultation by Council, may
determine whether other gpplications are to be presented routinely to Council. Council
consderation may take ether of two forms: Action on Individua Applicationsor En

Bloc Action.

a. Consideration of Applications Individually

(1) Each IC, with its Council, shall determine circumstances that warrant
identifying particular kinds of applications for individua discusson. Criteria
could include, for example, size, support mechanism, or subject matter.

(2) Applicationsinvolving rebuttal |etters that require Council action are
individualy considered. Council responghbilities for reviewing rebuttals are
detalled in NIH Manual 4518.

(3) Applicationsto be consdered for funding by the IC must be brought to the
atention of Coundl if they involve any of the following:

o goplicationswith procedures or conditions that may violate policies
related to animal welfare (codes 44 and 49) (see NIH Manua 4206);

o dal gpplications with procedures or conditions that may violate policies
related to the welfare of human subjects (codes 44 and 49)(see NIH
Manua 4107);

o dl studies with concerns about the representation of gender and/or
minorities (any codes ending with "U")(see NIH Manua 7110 pending
release); or

o goplicationsfrom foreign indtitutions (see NIH Manua 4104).

Councilswill dso specificaly review:
o nomingtions that have been identified for MERIT awards, and
o goplicationsfor extenson of MERIT Awards.
(4) In addition to gpplications identified above, the IC Director or any Council

member may ask that any individua gpplication or group of applications be
discussed.



b. EnBloc Action - Applications not consdered individualy may be acted upon asa
group. When a Council concurs with the recommendations made in initiad review
on agroup of gpplications, the Council may, without any conflict of interest
implications, vote en bloc concurrence with the initia review recommendations.

4. Disagreement Between Council and Initial Review Recommendations - Procedures
for resolving and documenting instances where applications recommended by initia
review are not recommended by Council, or vice versa, are presented in Appendix 1.
Disagreements by Council may be based on scientific and technica merit, or other
congderations. When a Council decison on recommendation is based on scientific and
technica merit, such an gpplication may be deferred for re-review. If after re-review the
Council till disagrees with the recommendation of initid reviewers based on scientific
and technica merit, the Council should note this in the record. Applications may not be
consdered for funding unless recommended by both the initid review and the Council. A
Council decison not to recommend an application with afavorable initid review for
reasons other than scientific and technica merit may be based on avariety of
condderations, including severd of those listed under F.3.a (above).

Such agpplications need not be deferred for re-review by aninitid review group, but the
issues may be resolved by NIH staff as befits the Stuation. If issues are resolved to
Council's satisfaction, such applications could be considered for funding.

5. Notation System for Council Actions - A Council may not change the numerica
ratings (e.g., priority score, percentile) resulting from the initial review. However, the
Council may recommend that the |C change the order of consideration of certain
goplications for funding. The following codes shdl be used to indicate Council action in
relaion to the numerical rating:

CON (Concurrence) - Concurrence with initid review favorable recommendation
and numerica score;

HPP (High Program Priority) - Raised in order of consideration for funding;
LPP (Low Program Priority) - Lowered in order of consideration for funding;

OTH (Other) - Council favorable recommendation of an gpplication that did not
receive afavorable initid review, or an unusud action that cannot be identified as
CON, HPP, or LPP, such as changes in recommended budget and/or duration of
support. Use of this codeis optiond at the ICs discretion.



In addition, a Council may specificaly recommend that an application receiving a
favorable recommendation in initial review, not be considered for support. In such a case,
the following designation would be used:

NRC (Not Recommended by Council) - Not recommended by Council and, thus,
may not be consdered for funding.

G. Records Retention and Disposal:

Records are retained and disposed of under the authority of the NIH Records Control
Schedule contained in NIH Manual Chapter 1743, Appendix 1 --"Keeping and
Destroying Records’ (HHS Records Management Manual, Appendix B-361), item 1100-
H-2. Refer to the NIH Manua Chapter for specific disposition ingtructions.

Appendix
Announcement and Closure of Council Mesetings

In accordance with the Federa Advisory Committee Act, dl Council meetings must be
announced in the Federa Regidter at least 15 days before the date of the meeting. Council
meetings shall be open, but may be closed in accordance with provisons of the
Government in the Sunshine Act (P.L. 94-409) during the review of grant or cooperative
agreement gpplications. Closed mestings are permitted when the discussion of
goplicationsislikely to "...disclose trade secrets and commercid or financid information
obtained from a person and privileged or confidentid..." and persond informeation
concerning individuals associated with the application, "...where disclosure would
conditute a clearly unwarranted invasion of privacy.” Closng of meetings or portions of
meetings must be gpproved by forma determination by the NIH Office of the Genera
Counsd.

Sdlecting Criteriafor Individual Consideration of Applications
Applications mogt often brought up for pecific discusson include those in which:
apolicy issue has been identified;

thereisasplit vote (two or more IRG members dissenting) or other minority
reports from the IRG;

some aspect of the IRG recommendation is questioned or cannot be resolved by
|C Staff;

the recommended budget is unusudly large;

the research objectives proposed are of particular interest or concern to the IC.



Administrative Decisons and Actionsthat Do Not Require Council
Recommendations

The following staff actions do not require Council recommendations but may be
presented to the Council for information purposes.

change of principa investigator or program director on a project that will continue
to receive support at the same grantee indtitution;

change of indtitution by aprincipa investigator who will receive previoudy
recommended support for the project continuing a the new inditution;

adminigrative actions mutudly agreed upon between the IC and Council in the
forma operating procedures that have been adopted;

gpplications deferred for re-review prior to the Council meting;

for the nationd research inditutes (this excludes NLM, FIC, NCRR, and
NCHGR), those applications for which an award to a domestic indtitution is to be
made that has been scored by an IRG and does not exceed $50,000 in direct costs
for any 12-month budget period.

Annual Council Activity Documentation

The Federd Advisory Committee Act requires that committees whose meetings are
determined to be closed to the public shall issue areport at least annudly setting forth a
summary of its activities and such related matters as would be informative to the public
conggtent with their having "dosed” meetings. Since council meetings are only partidly
closed to the public, the minutes of the open portions should not include any information
that might compromise the closed sessons. Guiddines for the minutes and the annua
reports are provided by the NIH Committee Management Office.

Council Procedures Review

Each awarding component (IC) shal develop, with the advice of Council, operating
procedures for the review of gpplications. These procedures would include, for example,
| C-specific rules concerning which applications are reviewed or given specid attention,
or how council subcommittees, if any, are congtituted. These procedures must be
reviewed once each year with Council members with the understanding that they dso
must be approved by the Deputy Director for Extramural Research (DDER), OER. The
DDER will review procedures for compliance with peer review regulaions and NIH
policy when they are first established. Any substantia revison of these procedures must
be provided to the DDER for review in atimely way.



Documentation and Procedures Relating to Council Non-concurrence

A written satement documenting the rationae for Council nonconcurrence with any
initid review recommendation shall be provided by |C staff to the appropriate SRA
within ten (10) working days after the Council meeting.

For dl Council deferrds, the Referral Section, Referrd and Review Branch, DRG, will
sarve asthe foca point for subsequent actions. In addition to the written rationde (see
above), IC gaff will complete gppropriate forms (as specified below) and forward them

to the Referra Section within 10 days following the Council meeting. When the deferra
isfor re-review of an gpplication origindly reviewed by DRG, the tracking chart (See
Appendix 3) isrequired. IC staff may contact the Principa Investigator regarding a
Council recommendation for re-review only after the appropriate documentation has been
provided to DRG and agreement has been reached between the |C and DRG about the re-
review.

Disagreements concerning re-review of an application are resolved by the Associate
Director for Extramurd Affars, NIH. When deferrd for re-review involvesinitid review
conducted in an IC, or when gpplications are deferred for subsequent Council
consderation without re-review, the Council Deferral Tracking Chart and a Change
Request Form must be submitted dong with the written rationale. The Change Request
Form should show the change in Council dete and/or IRG assgnment. The
Grant/Application Change Notice (Form NIH 901-1) is used to change budgets or project
periods. The DRG Referrd Section will take appropriate action and notify appropriate
qaff.

When the Council action differs from the initid review group recommendation, the letter
notifying the principa investigator/applicant ingtitution of the Council's recommended
action will dso explain its variant action.

The officid files must contain documented explanations of any actions identified as
OTH. For those gpplications reviewed by an initia review group, a copy of the
documentation shall be forwarded to the SRA's office.

1. PHS Grants Adminigration Manua, Part 118, Ranking, Approva and Funding of
Grant Applications, and Natification to Unsuccessful Applicants.

2. PHS Grants Adminigtration Manud, Part 134, Objective Review of Grant
Applications.

3. NIH Manua Chapter 4510, Referrd and Initia Review of NIH Grant and
Cooperative Agreement Applications.

4. NIH Manua Chapter 4511, Project Ste Vidts Involving Review of Grant and
Cooperative Agreement Applications.

5. NIH Manua Chapter 4512, Summary Statements.




6. NIH Manua Chapter 4514, Role of Staff at Peer Review Advisory Committee
M eetings and Exchange of Information Among Review, Program and Grants
Management Staff.

7. NIH Manua Chapter 4515, Guiddinesfor Dudly Assgned Grant Applications.

8. NIH Manua Chapter 4516, Review of Inditutiona Nationa Ressarch Sarvice
Award Applications.

9. NIH Manua Chapter 4517, Review of Program Project Grant Applications.

10. NIH Manua Chapter 4815, Implementation of Cooperative Agreements -
Initiation, Review, Award, and Adminigtration.




